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Application/Control Number: 10/658,507 Page 2 

Art Unit: 3774 

Status of the Claims 

Claims 50-54 were previously rejected. New claims 55-89 have been filed 
herewith. 

Claim Rejections ■ 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 50,51,54,55,57,59,62-67 and 83-85,88 are rejected under 35 
U.S.C. 102(b) as anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious 
over Fitz (Re 36758) or Vitale (5683466). 

Fitz discloses a prosthesis for the replacement of at least a portion of the bone of 
a facet located on a mammalian vertebra comprising: a surface that articulates with 
another facet surface; a fixation portion that is configured for implantation in an interior 
bone space of said vertebra, said surface being connected to said fixation portion. See 
figures 3 and 4. Note prosthesis portion 50 and 40 with fixation portions 58,60 and 48. 
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FIG. 4 



Vitale discloses a prosthesis for the replacement of at least a portion of the 
articular surface of a bone comprising: a surface that articulates with another 
complimentary surface; a fixation portion that is configured for implantation in an interior 
bone space, said surface being connected to said fixation portion. See figure 2. Note 
prosthesis portion 26 and 20 with fixation portion 22. 
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FIG. 2 



Applicant has added language to the claims to further define the fixation portion. 

"a fixation portion having a longitudinally-extending portion that is longer than a pedicle of the 
vertebra, said longitudinally-extending portion configured for implantation into an interior bone space of 
said vertebra, said surface being connected to said fixation portion" 

Applicant's specification is silent as to any dimensional range for the fixation 
portion. It appears applicant is relying on the illustrated embodiments of the drawings 
for support for the newly added language. Applicant is relying on the drawings for 
support in establishing a length for the fixation element. Examiner argues that the 
length of the fixation elements as shown by Fitz is only illustrative to the same degree 
as applicant's reliance on the drawings. While applicant argues that Fitz fails to 
disclose a fixation element having a length that is longer than the pedicle, examiner 
contends that one with ordinary skill in the art would utilize an appropriate length fixation 
element that is required to provide proper fixation of the facet structure. A skilled 
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surgeon would assess the bone and its surrounding tissues to determine what fixation 
element would be required to provide secure fixation of the implant. Such determination 
would not preclude the use of fixation elements that may be longer or shorter than that 
as illustrated in the drawings. The primary concerns for the surgeon is to provide 
adequate fixation without contributing unnecessary trauma to the bone and surrounding 
tissues. 

Claim 51, see fixation portions 58,60 and 48 adapted to be fitted into the interior 
bone space of a pedicle. 



sa 




FIG. 3 
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48 



FIG. 4 



Claim 52, see porous coating 44 and 66. 
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The adhesion of cither the superior component 40 or the s 
inferior component $0 cr both to the underlying bone may p 
be enhanced by applying a porous coating 44 and 66, j 
respectively, to the inner surface of she superior component ^ ^ 
43 or to the inner surface of the inferior component 64. In 
the preferred embodiment of this invention the porous j, 
material is of the same material as the component to which 
it is applied. There are many methods known to those skilled c 
in the art for producing the porous coating. For example, the i5 
porous coating can be made up of small spherical particles c 
thai arc attached to the interior surface by methods well 
known in the art The porous coating wffl allow for bony c 
ingrowth to occur and to firmly attach the component to the 
underlying bone. Crt i 



Claim 55, the post of Fitz and Vitale are threaded, i.e. textured. 
Claim 57, see rejection to claim 50 supra. 

Claim 59, see screw of Fitz and Vitale both having transverse width less than the 
transverse width of the pedicle. 
Claim 62, see Fitz. 

Claims 63-66, the placement of the device at the various levels of the vertebra 
does not distinguish over the device of Fitz or Vitale both, of which, are capable of 
placement in different vertebral levels of the spine. 

Claim 67, the device of Fitz is removable connected to the fixation portion. 

Claim 78 is similar to independent claim 50. The claim further defines a first and 
second facet surface each with affixing elements. Fitz and Vitale disclose first and 
second joint structures that articulate with each other. While the devices of Fitz and 
Vitale are specifically disclosed as being used independent of each other, they are 
capable of such function. The function of the device, as claimed, does not further define 
structural differences between the claimed device and that of the prior art. Therefor, 
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since Fitz and Vitale each disclose the structure of the device as claimed and the device 
is capable of being used in the manner as claimed. 

Claims 83-85, see rejection to corresponding claims supra. 

Claim 88, see screw of Fitz or Vitale. 

Claims 50,60 and 61 are rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over any of Wall [4633722], Homsy, 
et al [4778472], Morgan [4917701] and Zang [5314486] 

Wall, Homsy et al, Morgan and Zang disclose prostheses for the replacement of 
at least a portion of the articulating surfaces of cooperating bones of a joint. Each 
prosthesis comprises a surface that articulates with an adjacent joint surface; a fixation 
portion that is configured for implantation in an interior bone space and is connected to 
a fixation portion. Since each references discloses a prosthesis that includes a 
prosthesis body for fixation to an anatomical bone structure and an artificial joint 
structure carried by the prosthesis body these devices are capable of performing the 
function as broadly set forth in the claims. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 52,53,56,58,59,68-77,81,82,86,87,89 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Fitz (Re 36758) or Vitale (5683466) as applied to claim 50 
above, and further in view of Davidson (5348026) or Bowman et al (4950270). 

Davidson and Bowman teach the concept for coating a osteo-screw with a 
coating of osteoinductive substance to reduce the tendency for stress concentration and 
promote new tissue attachment. To coat the screw of Fitz or Vitale with an 
osteoinductive material to reduce the likelihood of failure of the fixation of the implant 
would have been obvious to one with ordinary skill in the art from the teachings of 
Davidson or Bowman et al. 
Claim 54, see column 2, lines 3+. 

Each component of the device cf this invention is made of 
a biocompatible material such as stainless steel, unalloyed 
titanium, or a titacium-aluminum alloy. The elongated side 
of the inferior component has a low coefficient of friction so 
that it offers minimal resistance to the movement of the 
superior component. This may be accomplished by coating 
the outer surface of the elongated side with either polished 
1 chrome or a friction reducing material such as a medical- 
grade high density polyethylene. 

Claim 55, the screw post is textured. 

Claim 56, the porous coating allows for bone fixation/ingrowth. 
Claim 57, see screw elements 58, 60. 
Claim 58 see rejection to claim 55 supra. 

Claim 59, see posts of Fitz or Vitale which have a transverse width less than the 
width of the pedicle. 
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Claim 68 is essentially duplicative of independent claim 50. Minor differences in 
the manner of defining the device do not further distinguish the claimed device over that 
of Fitz or Vitale as applied to the claims supra. 

Claims 69-77, see corresponding rejections to the claims surpa. 

Claims 81,82,86,87, see porous coating as taught by Davidson or Bowman. 

Claim 89, see screw of Fitz or Vitale as modified by Davidson or Bowman et al. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DAVID J. ISABELLA whose telephone number is 571- 

272- 4749. The examiner can normally be reached on MONDAY-FRIDAY. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, CORRINE MCDERMOTT can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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